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AKUGABALIN - 150

Pregabalin Capsules

Regd. Lic. No.«

3 x 10 Capsules

Each hard gelatin capsule contains : For ADMINISTRATION & CONTRAINDICATION
Pregabalin 150 mg see package insert

Approved colours used in the capsule shells.

DOSAGE : As prescribed by the Physician.

STORAGE : Store below 30°C,

protected from light & moisture.

AKUGABALIN -150

Pregabalin Capsules

Rx- Thuéc bén theo don

AKUGABLAUN- 150 SDK: VN-XXXX-XX
Thinh phin: mdi vién co chira pregabalin 150 mg; t dwoc: vira dit
mq-ma&;mxnukmmaqﬁmmgm
Khie: xem to Huany din st dung. Dang bio ché: vién nang cimg;
Duoug ding: uong; Dong goi: Hop 3 vi x10 vien;
Bio quin: & nhiét 4§ dudi 30€, trinh am vi dnh sing.
Han diing: 24 thing, ké tir ngdy san xuwit (55 16, NSX, han dimy;: xem
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DNNK:

San xudt tai An Dj boi: Akums Drugs & Pharmacenticals Lid. Dia
chi: 19, 21: 21, Sector—6A, LLE, SIDCUL, Ranipur, Haridwar -
249 403, An D§

3 x 10 Capsules

Mfg. Lic. No.: 10/UA/2004
Manufactured by :

Akums Drugs & Pharmacenticals Lid.

19,20,21, Sector-6A, LLE., SIDCUL, Ranipur, No "3";:'2:"2"6’;:'::::;9" area
Haridwav—24?.403, INDIA. : Size : 45%20 mm
Keep all medicines out of reach of children.

Read carefully the package insert before use.
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Rx — Thuéc badn theo don

AKUGABALIN - 150 N ) )
DPoc ky hudng dan sir dung trude khi ding. Néu can thém thong tin chi tiét xin hoi y kién bdc sy.

Thanh phén
MJi vién nang cimg c6 chira: Hoat chat: pregabalin 150 mg; T4 duoc: lactose, tinh bot ngd, cellulose vi tinh thé, lactose,
colloidal anhydrous silica, bot talc tinh khiét, magnesi stearat

Dugc luc hoe

Pregabalin 1a mot thudc chdng co gidt va giam dau. Pregabalin c6 cu trac tuong tu chit trc ché than kinh trung uong
GABA, song khong gin tryc tiép v6i cac thu thé GABA, GABAg hay thu thé cua benzodiapin, khong lam ting dap (ng
cua GABA, trén cic té bao than kinh nudi cdy, ciing khong lam thay dbi ndng do GABA trén ndo chudt, khong anh
hudng dén thu hdi ciing nhu thodi giang GABA. Trén cac té bao than kinh nudi cay, st dung lau dai pregabalin s& lam
tang mat do cac protein véan chuyen va tang toc do van chuyén GABA. Pregabalm gin véi cac mé than kinh trung uong
véi ai luc cao tai vi tri 0,6 (mot tleu don vi cua kénh calci phu thudc dién the) Mic dit co ché chinh xac cua pregabalin
chua duoc biét diy du, song viéc gin véi tiéu don vi 0,6 c6 thé lién quan dén tac dung giam dau va chéng co git cua
pregabalin. In vitro, pregabalin 1am giam sy giai phong cac chat din truyén than kinh phu thudc calci nhu glutamate,
norepinephrin, peptid lién quan dén gen diéu hoa calcitonin va chét P, c6 thé thong qua diéu hoa chirc nang cua kénh
calci.

Dugc djng hoc

Pregabalin dugc hip thu nhanh chéng & du'orng tiéu hoa va ndng do tdi da dat duoc sau khi ubng 1a 1,5 gio. Sinh kha dung
duorng udng khoang 90% Thirc n lam giam téc do chir khéng giam muc d6 hap thu tuy nhién diéu nay khong cé y nghia
vé l1am sang. Nong d6 6n dinh dat duoc sau khi ubng 1-2 ngay. Pregabalin khong gén véi protein huyét tuong va hiu nhu
khong bi chuyén hoa. Khoang 98% thubc dugc dao thai qua than dudi dang khong dbi. Thoi gian ban thai trung binh 1a
6,3 gid. Pregabalin duoc loai bo qua thim phan mau.

Chi dinh

Piéu tr chimg dau do nguyén nhén than kinh (nhu: viém day than kinh ngoai vi do d4i thdo dudng, dau thin kinh sau
herpes)

Réi loan lo 4u lan toa

Phéi hop véi céc thude chdng co giat dé didu tri dong kinh cuc bd & ngudi 16n.

DPau co do xo hoa

Chéng chi dinh

Qua man véi pregabalin hay bat ky thanh phan nao ciia thue.

Canh bao va than trong

Theo thuc hanh lam sang hién tai, mot s& bénh nhén bi dai thdo dudng ting can khi dung pregabalm c6 thé can diéu chinh
céc thube ha dudng huyet Diéu tri bang pregabalin thudng xay ra chong mat va budn ngu, c6 thé tang nguy co Xay ra céac
tai nan chn thuong (ngd) & ngu'orl gia. Ngoai ra, phai chi din cho bénh nhan can thén trong cho dén khi ho quen véi cac
anh huong c6 thé c6 cua thube.

Bénh nhan dai thao duong
Mot s6 bénh nhan c6 thé tang can khi diéu trj véi pregabalin va can thiét phai diéu chinh cac thudc diéu tri dai thao dudng

Phan ung qua mdn: da c6 bao céo vé cac truong hop phan ing qua man bao gdm céc truorng hgp bi phtt mach. Nén dirng
diéu tri véi pregabahn ngay lap tuc néu c6 céc triéu chimg phtt mach nhu sung phdng & mit, & ving quanh miéng va

dudmg ho hép trén

Chéng mdt, trang thdi lo mo, mat y thire, lii lan va suy nhuge tém than

Viéc diéu tri véi pregabalm thuorng xay ra chong mit va budn ngu c6 thé tang nguy co Xay ra cac tai nan chin thuorng
(ngd) & ngudi cao tudi. Mot s6 truo'ng hop da dugc bao cao bao gom 1 14n, lo mo, mét y thirc va suy nhugc tdm than.Vi
viy, phai chi dan cho bénh nhan can than trong cho dén khi ho quen v&i cac anh hudng co thé c6 cua thude.

Anh hieong trén thi gidc
Céc tac dung khong mong mudn bao gom mét thi glac nhin nhoe hoic ¢6 cac thay doi khac vé thi gi4c, phan 16n cac tac

dung nay thuong thoang qua. Ding thudc c6 thé cai thién cac triéu chimg lién quan dén thi giac.

Suy thdn
Céc truong hop suy than da dugc bao céo, trong mét s6 truong hop dimg thudc cho thiy su hdi phuc chirc ning than.

Céc tdc dyng khong mong muon do dieng thudc

Dimg thudc sau diéu tri ngén han hodc dai han voi pregabalin, quan sat thdy mét sd triéu ching dimg thudc trén cac bénh
nhéan. Cac trleu chiing da dugc dé cap den bao gbm: khé ngu, dau dau, non, lo au, tiéu chay, hoi chung cam, cing thang
than kinh, trim cam, dau, co gidt, ting tiét md hoi va chéng miat. Bénh nhan nén dugc thong béo vé nhiing triéu chung
nay khi bt dau diéu trj. Co giat bao gom con dong kinh toan thé hoa (co cimg va giét) hodc con co giat kéo dai co thé xay
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ra khi diél} tri voi pregabalin hoic ngay sau khi dirng thudc. Triéu chimg va mirc d§ ning cia cac triéu chimg dimng thuéc
sau khi diéu tri dai ngay c6 lién quan dén liéu dung cta thube.

Suy tim sung huyét

bi cé Péo cdo ve tinh trang suy tim sung huyét trén mot sé bénh nhan dung pregabalin. Phin 16n xay ra trén bénh nhan
cao tudi bi bénh tin} mach phai di€u tri bang pregabalin cho chi dinh than kinh. Nén than trong khi ding thudc trén bénh
nhén nay, dimg thudc c6 thé khong gay suy tim sung huyét.

Diéu tri c‘{'au than kinh trung wong do tén thuong tiy song

Trpng diéu tri dau th‘iin kinh trung uong do ton thuong tuy song, cac téc dung trén hé than kinh trung wong va rdi loan
giac ngu tang Ién. Dicu nay c6 the lam ting céc tac dung phu do céc thude duing cling can thiét trong truong hop nay. Nén
can nhac ky khi ké pregabalin cho bénh nhén trong truong hop nay.

Co y dinh va hanh vi tu tir

Mot s6 bénh nhan dugc bao cdo 1 ¢6 y dinh hoic hanh vi tu tir khi diu trj véi cac thudc chéng dong kinh trong mét sé
chi dinh. Nguyén nhan cua nguy co nay chua fiuqc biét dén'vé céc sb Iiéu,sa:ln c6 khong khing dinh duoc su tang nguy co
nay la do pregabalin. Bénh nhén nén dugc kiém soat cac dau hiéu cho thay c6 y dinh hodc hanh vi ty tir va diéu trj bing
bién phap thich hop. Bénh nhan va ngudi cham séc bénh nhan nén duge tu van dé hiéu o cac ddu higu vé y dinh hodc
hanh vi tu tar.

Giam chirc nang cua duong tiéu héa dudi

Dung pregabalin cling véi cac thudc c6 thé gy tdo bén (thuéc giam dau opioid) c6 thé lam giam chirc nang duodng tiéu
héa dudi bao gom tic rudt, ligt va tic rudt, tdo bén. Khi diing két hop thudc giam dau nhém opioid véi pregabalin nén
dung thém céc bién phap chong tdo bon, dic biét & phu nit va ngudi cao tudi.

Nghién thuéc

Mot sb truong hop nghién thudc da dugc bo cdo. Nén than trong trén cac bénh nhan c6 tién sir nghién thudc va bénh
nhén cin dugc kiém soat chit ché cac triéu chirg lam dung pregabalin.

Bénh ndo

Mt s6 trudng hop bi bénh nio di dugce béo cdo, phan 16n trén cac bénh nhan da c6 bénh tam thin truée dé

Lién quan dén thanh phan ta duwoc lactose

Thubc c6 chira lactose vi vay khéng sir dung cho cac bénh nhan khong dung nap galactose di truyén, thiéu enzym Lapp
lactase hoic suy giam hép thu glucose, galactose

Twong tic thube

Do pregabalin dugc thai trir chinh qua nuéc tiéu & dang chua chuyén héa, mot lugng khong dang ké dugc chuyén héa (<
2% cua lidu dung dugc tim thdy trong nudc tiéu & dang chuyén héa), khéng kim hdm chuyén hoa thubc trong dng nghiém
(in vitro), va khong gin véi protein huyét tuong, pregabalin khong tao ra tuong téc, hogc bi tuong tac dugce dong hoc.

Cac nghién ctu in vivo cho thiy khong c6 lién quan vé tuong tac dugc dong hoc 1am sang voi phenytoin, carbz’imazepine,
valproic acid, lamotrigine, gabapentin, lorazepam, oxycodone hozc ethanol. Thém vao dé, phan tich huéng d6i tuong da
chi ra ring 3 nhém thude thuong dung bao g@)m: cac thude chong dai théo dudng dung dudng ubng, cac thude loi tiéu va
insulin, céc thudc chéng dong kinh (nhu: phenytoin, carbgmazepin, valproic acid, lamotrigin, phernobarbital, tiagabin va
topiramat) khong c6 anh hudng 1am sang dang ké nao dén thanh thai pr,egabalin. Tuong tu nhu vdy, cac phan tich nay
ciing cho thdy pregabalin khong c6 anh huong 1am sang dang ké nao dén thanh thai phenytoin, carbamazepin, valproic
acid, lamotrigin, topiramat va phernobarbital.

Dung chung pregabalin véi cac thudc tranh thai duong udng norethisterone va/hodc ethinyl estradiol khong anh huéng
dén su 6n dinh vé duoc dong hoc ctia ca 2 loai thudc.

Dung nhiéu ngay duong uéng pregaba[in két hop véi oxycodon, lorazepam, hoiic ethanol khong géy ra tac dong 1am sang
quan trong nao anh hudng dén sy ho hap.

Su cé mit cua pregabalin tang thém ri loan nhén thic va chirc nang van dong gdy ra bai oxycodon.

Pregabalin 1am ting ndng dd/tac dung ctlia rugu, thudc chéng dai thdo duong nhém thiazolidinedion, thudc trc ché than
kinh trung uong, methotrimeprazin, cac thudc trc ché thu hdi serotonin chon loc.

Ndng d6 tac dung cua pregabalin bj ting 1én bai droperipol, hydroxyzin, methotrimeprazin.

Nong d6 va tac dung cua pregabalin bi giam di boi ketorolac, ketorolac (nho miii), ketorolac (dudng toan thén),
metfloquin. .

Anh huéng trén kha niing l1ai xe va vin hanh may méc: Pregabalin c6 thé gay chong mit hodc buf)p ngu. Do vay,’bénh
nhan dugc khuyén khong nén lai xe, van hanh may moc phurc tap hoic tham ra cac hoat dong mao hiém khac cho dén khi
xac dinh dugc thudc ¢6 anh hudng dén viéc thuc hién cac hoat dong nay khong.

Sir dung cho phu nir ¢6 thai: chua c6 cac dir liéu day du vé viéc str dung pregabalin cho phu nir ¢6 thai. Khong nén ding
pregabalin khi dang mang thai trir khi that can thiét, néu loi ich mang lai cho ngudi me rd rang quan trong hon kha nang
rii ro ddi vé6i thai nhi. Phai sir dung bién phap tranh thai hi¢u qua ddi v6i phy nir c6 kha ning mang thai.
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Swr dung cho phu nir cho con bi: chua biét pregabalin c6 duoc bai tiét qua sita me¢ hay khong, do vay khong dugc nudi
con bing sita me khi dang dung thudc.

Téc dung khéng mong mudn
Thuong gap: Tim mach: phu ngoal vi; TKTW: chéng mit, ngu ga mét diéu vén, dau dau; Hé tiéu hoa: tang can, kho
miéng; Hé co — xuong: run co; Mit: nhin md, song thi; Khac: nhiém khuén.

It gap: Tim mach dau nguc, phu; TKTW: viém day than kinh, suy nghi bat thudong, mét moi, la 14n, sang khoai, rbi loan
ngon ngir, r6i loan chu ¥, mat phdi hop dong tac, mat/glam tri nhé, dau, chéng mit, cam giac bét thudng/giam cam giac,
lo lang, trdm cam, mat dinh huéng, ngu lim, sot mat nhan cach, ting truong luc co, trang thai li bi, siing s& hogc kich
dong, Da: phu mat, vét tham tin, ngira; Noi tiét va chuyén hoa U dich, glam glucose huyét; Da day — ruot tdo bdn, théem
an, dy hoi, non, dau bung, viém da day — rudt; Sinh duc-tiét niéu: tiéu nhiéu va tleu khong tu chii, mat khodi cam, giam
tinh duc; Méau: giam tiéu cau; Co xuong: réi loan thing bing, dang di bat thu’orng, yéu co, dau khdp, giat co, dau lung, co
that co, glat rung co, di cam, ting CPK, chuft rat, dau co, nhuge co; Mit: rdi loan thi giac, giam thi luc, rung gidt nhan
cdu, viém két mac; Tai: giam thinh luc; Ho hép: viém xoang, khé thd, viém phé quan, viém hong — thanh quan; Khéc: hoi
chimg gia ciim, phan tng di img

Hiém gap: Ap xe, suy than cép, 18 thude thude (hiém gap), kich dong, albumin niéu, phan tng phan vé, thiéu méau, phu

hop, roi loan ngén ngir, viém da day, ngimg thé

* Thong bdo cho bdc si nhitng tdc dung khong mong muon gap phai khi ding thudc.

Liéu dung va cich ding

AKUGABALIN dugc dung udng, chia lam 2-3 14n mdi ngay, uéng cung hozc khong ciing véi thirc an.

Khi ngung dung thudc, phai giam lidu tir tir trong vong t4i thidu 1 tuan.

- H§ trq‘diéu trj dong kinh cuc bd & ngudi 16n: lidu khai dau 1a 150mg, udng hang ngay, sau d6 tang dan liéu 1én sau
moi tuan tuy theo dap mg, t6i 300mg/ngay sau do la 600mg/ngay.

- Diéu tri chimg dau than kinh do dai thédo dudng: \
Liéu khuyén c4o 1a 150 mg/ngay chia lam 3 lan. Liéu c6 thé tang trong mot tuan tGi lidu tbi da 300 mg/ngay chia lam
3 lan. Tang thém liéu khong ting thém hiéu qua diéu tri, nhung tang thém tac dung khong mong muén.

- DIFU tri da}u do viém day than kinh, dau sau knl bi herpes: liéu khuyén c4o 1a 150 mg —300 mg ctna 2 -3 lan/ngay, ¢
thé tang dan téi 300 mg/ngéy trong vong 1 tuan tiy ‘theo hiéu qua va d6 dung nap thudc. Néu van khong do sau 2-4
tuan diéu tri, c6 thé ting lieu dén 600 mg chia 2 -3 lan/ngay. Liéu vugt qua 300mg/ngay chi danh cho ngudi van dau
va dung nap dugc liéu 300mg/ngay

- Qiéu trg chimg dau co do xo héa: liéu khoi dau 1a 150mg/ngay, c6 thé ting 1én 300 — 450 mg/ngdy sau mdt tudn néu
can thiét.

- Pregabalin dugc thai trir chi yéu qua than phai diéu chinh liéu ¢ bénh nhan suy than:

+ D¢ thanh thai creatinin 30 — dudi 60 ml/phut: bit dau 75 mg/ngay, téi da 300 mg/ngay chia 2-3 lan.

+ D¢ thanh thai creatinin 15 — dugi 30ml/phat: bit dau 25 - 50 mg/ngay, téi da 150 mg/ngay dung 1 1dn duy nhét.
+ D¢ thanh thai creatinin dugi 15ml/phut: bit ddu 25mg/ngay, t6i da 75mg/ngay dung 1 1dn duy nhit.

+ Bénh nhan thdm phan méau cin dugc nhan thém mdt lidu bd sung 25 — 100 mg pregabalin ngay sau mdi budi tha
phan kéo dai 4 gio.

- Dung thudc trén bénh nhan suy gan: khong can chinh liéu trén cac bénh nhén suy gan.

- Dung thudc cho tré em: sy an toan va hiéu qua clia pregabalin trén tré em duéi 12 tudi chua dugc thiét 1ap.

- Dung thubc trén thiéu nién (12-17 tudi): bénh nhan thiéu nién bi dong kinh c6 thé dung liéu nhu ngudi 16n.
Hiéu qua va an toan cua pregbaline trén cac bénh nhan dudi 18 tudi bi dau than kinh chua dugc thiét 1ap.

- Dung thubc cho ngudi gia: khong can chinh lidu véi ngudi gia, trir trudng hop ton thuong chirc ning than.

Qua lidu

Trong trudng hop qué liéu dén 15g, khong ¢6 tac dung khong mong mubn nao dugc bao cio. Dung qua lidu pregabalm
khong c6 thudc giai dgc dac hleu neu c6 chi dinh, gdy non hodc rira da day, duy tri duong thd néu can. Piéu trj triéu
chimg hd trg. Thim phén méau néu can thiét (loai bo khoang 50% pregabalin trong 4 gid).

Poéng goi: Hop 3 vi x 10 vién nang.

Han ding: 24 thang ké tir ngay san xuét. Khong ding thude qué han sir dung.

Bio quan: Bio quan dudi 30°C, tranh 4m va 4nh sang. DE NGOAI TAM TAY TRE EM.

Nha sin xuit: AKUMS Drugs & Pharmaceuticals Ltd., dia chi: 19, 20, 21 Sector 6A, I.LE. SIDCUL Ranipur Haridwar

249403, Uttarakhand, An Do
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